We used the following description in the method section of the abstract to characterize features/functionalities/components of the intervention and the comparator condition: "The iCBT intervention included psychoeducation, mood and behavioral management, exposure and response prevention (ERP), cognitive therapy and relapse prevention; the iPRT intervention included psychoeducation, and relaxation techniques as a way of managing
We describe that "initial findings suggest that iCBT is an effective modality for the treatment of OCD". However, "while these studies show promise for iCBT, there were limitations in terms of the study designs for the two RCTs conducted to-date". "Hence, research still needs to establish how iCBT compares to comparator conditions that serve as bona fide controls relative to active treatment." "While it is a relatively new area of investigation, initial findings suggest that iCBT is an effective modality for the treatment of OCD. A recent meta-analysis of remote CBT for OCD included 18 studies from which seven were Internet-administered interventions; however only two studies were RCTs." We go on and describe the only three RCTs which have tested similar interventions to date in detail (inclusive of their outcomes).
"Building upon these studies, the current paper aimed to evaluate therapist-assisted iCBT for OCD, as compared to an analogous active control." "Specifically, we hypothesized that both the iCBT and iPRT groups would experience a reduction in symptom severity from pre-to postintervention, with significantly greater improvement for the iCBT group. Participants who completed the control condition were anticipated to "In summary, the study conformed to CONSORT requirements; participants were randomized post baseline interview into the active treatment (iCBT) or control condition (iPRT) using an independent automated computer-generated randomization sequence that could not be forecast or modified by the researchers. Stratified randomization was used to achieve gender balance between groups. The randomisation was coordinated by an independent statistician. This paper compares pre-to post-treatment OCD outcomes using between-and within-group "There were no deviations from the protocol in the conduct of the trial with the exception that, due to difficulties in contacting and engaging participants, we were not able to undertake all the intended posttreatment assessments; rather, we focused on conducting as many telephone-administered OCD severity (YBOCS) interviews as possible. Subsequently, analyses are based on OCD severity and associated recovery …" "Inclusion criteria were: (1) Australian resident, (2) aged 18 years or over, (3) fulfill the then-current DSM-IV-TR criteria for a primary diagnosis of OCD, where hoarding was not the primary symptom, as assessed by the Structured Clinical Interview for DSM-IV Axis I Disorders, Clinician Version (SCID-CV), (4) no current psychosis, substance abuse, head injury or neurological disorder, and (5) no current active suicidal ideation or, if high risk (e.g., history of suicidal behavior), then had appropriate psychosocial supports during the course of the Participants were both recruited online and offline: "Participants were recruited by referral from primary care physicians, mental health professionals and through self-referral. Information about the study was publicized on a web page, on an affiliated online mental health treatment web page, on YouTube and via online advertisements on Facebook, and via mail outs to Australian mental health professionals." "Both intervention groups used their personal computer/laptop to assess the intervention modules; weekly emails by the e-therapist were sent to the email address provided in the baseline assessment. Treatment was free-of-charge. Participants were not offered any direct incentives but had the opportunity to enter a raffle to win one of 3 tablets if they completed all assessments. This incentive was only offered midway through the trial as a way to increase questionnaire completion." "Both conditions comprised 12 modules, delivered online over a 12-week period." The paper describes each of the interventions in detail.
"Participants were encouraged to complete one module per week for the duration of treatment." "All participants received one weekly email from a remote therapist irrespective of how many emails participants had sent. If no emails were CONSORT-EHEALTH (V 1.6.1) -Submission/Publication Form https://docs.google.com/forms/d/e/1FAIpQLSfZBSUp1bwOc_Oimqc...
"Participants were encouraged to complete one module per week for the duration of treatment."
"All participants received one weekly email from a remote therapist irrespective of how many emails participants had sent. If no emails were received from participants, two further reminder emails were sent."
"If participants did not log in the treatment modules the previous week,
CONSORT-EHEALTH (V 1.6.1) -Submission/Publication Form https://docs.google.com/forms/d/e/1FAIpQLSfZBSUp1bwOc_Oimqc...
"At the start of the trial, approximately one third of participants were receiving another form of psychological treatment (n = 66, 36.9%), and two thirds were on medication (n = 124, 69.3%), with no changes in these allowed during the trial and randomization meaning there were no differences at baseline between two conditions."
We have described the comparator condition in detail (see 5-viii). We also specify that:
"This paper compares pre-to post-treatment OCD outcomes using between-and within-group results." "This paper focuses on the major outcome measures. Applicants who met inclusion criteria (N = 179) were assessed for baseline OCD severity with the telephone-administered clinician-rated YBOCS, while comorbid diagnoses were assessed with the SCID-CV."
"The study protocol is described elsewhere, inclusive of details about power analyses and measures. There were no deviations from the protocol in the conduct of the trial with the exception that, due to difficulties in contacting and engaging participants, we were not able to undertake all the intended post-treatment assessments; rather, we focused on conducting as many telephone-administered OCD severity (YBOCS) interviews as possible. Subsequently, analyses are based on OCD severity and associated recovery…"
Not applicable, as no interim analyses and stopping guidelines were planned or conducted.
"In summary, the study conformed to CONSORT requirements [44] ; participants were randomized post baseline interview into the active treatment (iCBT) or control condition (iPRT) using an independent automated computer-generated randomization sequence that could not be forecast or modified by the researchers. Stratified randomization was used to achieve gender balance between groups. The randomisation was coordinated by an independent statistician."
"Stratified randomization was used to achieve gender balance between groups." "In summary, the study conformed to CONSORT requirements; participants were randomized post baseline interview into the active treatment (iCBT) or control condition (iPRT) using an independent automated computer-generated randomization sequence that could not be forecast or modified by the researchers. Stratified randomization was used to achieve gender balance between groups. The randomisation was coordinated by an independent statistician."
"The randomisation was coordinated by an independent statistician." "Participants were enrolled by the study coordinator who allocated participants to a pre-treatment assessor, the treatment condition on the basis of the randomization process, and an e-therapist."
"…an independent automated computer-generated randomization sequence that could not be forecast or modified by the researchers" "Assessors were blind to treatment condition allocation." However, it was not possible to blind therapists or participants due to the nature of the interventions and study design.
The two interventions are described in detail (see 5-viii).
"Both intervention groups used their personal computer/laptop to assess the intervention modules; weekly emails by the e-therapist were sent to the email address provided in the baseline assessment. Treatment was free-of-charge. Participants were not offered any direct incentives but had the opportunity to enter a raffle to win one of 3 tablets if they completed all assessments. This incentive was only offered midway "Mixed-models analyses employing an autoregressive covariance structure and restricted maximum likelihood estimation were used to analyze changes in YBOCS scores from pre-to post-treatment in an intention-to-treat analysis while controlling for age due to a significant age effect for attrition. All analyses were conducted with and without using pre-treatment YBOCS, depression and anxiety scores as covariates: including covariates did not change the pattern of results; thus, results not including covariates are reported."
In the ITT analyses no missing values were imputed as "mixed-models analyses employing an autoregressive covariance structure and restricted maximum likelihood estimation were used".
"For the completer analyses, cases were used only if pre-and postintervention OCD severity data (i.e., YBOCS) was available. Little's MCAR test obtained for pre-and post-intervention YBOCS, HAM-D, HAM-A across the two conditions indicated that data was missing at First we conducted analyses controlling for pre-treatment severity levels: "All analyses were conducted with and without using pre-treatment YBOCS, depression and anxiety scores as covariates."
Second, we conducted analyses to examine reliable improvement (i.e., at least a 6 unit YBOCS change) and reliable recovery: "Using the previously discussed definition for reliable improvement (i.e., at least a 6 unit YBOCS change) and reliable recovery (reliable In Figure 1 , a complete CONSORT flow diagram of the study is provided including numbers allocated to treatment conditions and number analyzed.
In Figure 1 , a complete CONSORT flow diagram of the study is provided including numbers allocated to treatment conditions and number analyzed.
"We did not collect the planned additional 20% participants as the research funding period was ending. We ceased recruitment of participants after reaching numbers that were anticipated from the power analyses." Table 1 reports demographic and mental health characteristics of the iCBT and iPRT groups separately.
In Table 1 , digital divide variables such as age, education and gender are reported for the iCBT and iPRT groups separately. "There were no significant differences between the groups on demographic or mental health variables (all P > .05; Table 1 )."
In addition we examined the effect of potential digital divide variables on the primary outcome: "In the first regression model, sociodemographic variables (gender, age,
We have included the number of participants for each of the main analyses; e.g. "n for different groups vary: ITT pre-post treatment = 179; ITT pre-post iCBT = 147; completer pre-post treatment = 110; completer pre-post iCBT = 98"
In Tables 2 and 3 , results for the primary outcome are reported for each group, inclusive of estimated effect sizes and 95% confidence intervals.
For binary outcomes, such as reliable improvement and reliable recovery, both absolute (e.g., number of participants who showed reliable improvement or recovery) and relative effect sizes (e.g., percentage of number of participants who showed reliable improvement or recovery) are reported in Table 4 .
All subgroup and adjusted analyses were justified in the statistical analysis section; e.g., "All analyses were conducted with and without using pre-treatment YBOCS, depression and anxiety scores as covariates: including covariates did not change the pattern of results; thus, results not including covariates are reported."
"Results were compared with those obtained using a completer sample."
In the results section we describe reasons why participants prematurely stopped the interventions: "Common reasons offered for ceasing the treatment in both conditions were other life commitments; five participants from the iPRT group indicated that the treatment was not specific to OCD, not effective, or that they would prefer to receive the CBT intervention."
In the results section, we also describe this participants who had CONSORT-EHEALTH (V 1.6.1) -Submission/Publication Form https://docs.google.com/forms/d/e/1FAIpQLSfZBSUp1bwOc_Oimqc... "This RCT aimed to evaluate the effect of therapist-assisted iCBT for OCD, compared to an analogous active iPRT condition. The current findings demonstrate the large magnitude efficacy of an online therapistassisted cognitive-behavioral therapy program (iCBT) for OCD."
From the Discussion: "Many participants in the present study could not be contacted to provide any end of treatment data and this may have impacted on findings in either a positive or negative direction." "…available data [was] biased towards older participants. It is possible that younger people are more transient, less likely to make themselves available for post-treatment assessments, or were impacted differentially
